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In the Claims: 

Claims 1-22 (Canceled) 



r 



Claim 23 (currently amended): A w e b bas e d data processing system for 
enhancing patient-physician communications by collecting compr e hensiv e , structured 
health information from a patient and organizing and presenting the health information 
for use by clinicians, the system comprising the following components: 

(a) a data processing mechanism programmed to gather health information and 
relative importance data from patients, the data processing mechanism including an 
automated interviewing mechanism for conducting a patient interview using a logic- 
driven, branching m e nu structure , the patient interview includes a plurality of interview 
elements; 

wherein the interviewing mechanism implements screening questions for the 
interview element, the screening questions relate to the content of the interview element 
and determine at least one of clinical relevance, symptoms, current health conditions, and 
issue importance to the patient; 

wherein the interviewing mechanism uses an interview threshold linked to the 
interview element for controlling execution of the interview element; 

wherein the data processing mechanism includes an interview configuration 
mechanism for overriding a default threshold of the interview element with a modified 
threshold; 

wherein the data processing mechanism uses patient responses for determining at 
least one of an inquiry scope and an inquiry depth for the patient interview in r e spons e to 
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th e r e lativ e importance data r e c e iv e d from th e pati e nt; th e r e lativ e importanc e data 
sp e cifying r e lativ e importanc e of e ach of a plurality of health issu e s to th e pati e nt ; the 
inquiry scope specifying a range of interview topics to be covered, and the inquiry depth 
specifying a level of detail for a characterization of elicited symptoms; 

wherein the data processing mechanism is also programmed to analyze, prioritize, 
and arrange gathered health information for output at l e ast on e of printout, and display, so 
as to provid e acc e ss and manag e m e nt of h e alth information in a probl e m bas e d structur e , 
organiz e d by symptom and/or m e dical condition ; 

the data processing mechanism further includes including an interview 
configuration selection mechanism by which at l e ast on e of clinician, a clinical 
inv e stigator, an administrator, a r e s e arch coordinator, a physician, a nurs e , and a h e alth 
car e professional for designating d e signat e an int e rvi e w configuration a modified 
threshold profile for the a patient , s e t up pati e nt int e rvi e w sch e dul e s, and d e signat e a 
r e c e iving physician for r e c e iving a pati e nt report corr e sponding to th e pati e nt ; and 

(b) a patient health information database, coupled to the processing mechanism, 
for storing gathered health information^and 

(c) an Int e rn e t s e rv e r, coupl e d to th e data proc e ssing mechanism and to th e pati e nt 
h e alth information databas e , th e Int e rn e t serv e r providing probl e m bas e d acc e ss to 
curr e nt and past h e alth information stor e d in th e pati e nt h e alth information databas e . 

Claim 24 (currently amended): The system of claim 23 wherein a network server 
is coupled to the data processing mechanism and to the patient health information 
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database, the server provides access to health information stored in the patient health 
information database th e Int e rn e t s e rv e r e ncrypts information and provid e s acc e ss to th e * 
h e alth information databas e through a password - protect e d w e b pag e. 

Claim 25 (currently amended): The system of claim 23 wherein the data 
processing mechanism is programmed to implement a computerized, patient self- 
administered interview, each element of the interview corresponds such that th e int e rvi e w 
is structur e d using a plurality of modul e s, e ach corresponding to a respective subject 
matter area including at least one of physical symptoms, psychosocial conditions, health 
behaviors, active (current) and past medical conditions, surgeries, procedures, 
medications and undesirable reactions to medications, allergies, family history, health- 
related quality of life, functional status, and activities of daily livin g, demographics, 
health care utilization, patient satisfaction assessment, quality of care assessment, and 
research questionnaire; and 

wherein each interview element represents a particular degree of detail, the degree 
of detail determining the depth of the interview . 

Claim 26 (currently amended): The system of claim 23 wherein at least one 
interview element includes a threshold mechanism that controls whether a given 
interview element is entered or displayed for the patient: and 

wherein thresholds include one of an on-off threshold and a conditional threshold; 
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of th e inquiry scop e and th e inquiry d e pth for th e pati e nt aro further d e fined by th e data 
proc e ssing m e chanism r e c e iving a s e l e ction of an int e rvi e w configuration profil e from at 
l e ast on e of a clinician, a clinical inv e stigator, an administrator, a r e s e arch coordinator, a 
physician, a nurs e , and a h e alth car e prof e ssional 

Claim 27 (currently amended): The system of claim 23 wherein 
the data processing mechanism is programmed to implement a method to configure a 
patient's interview to clinical research, quality management, or administrative 
requirements; 

wherein an interview configuration profiles contain a collection of modified 
thresholds that, at the outset of a patient interview, override default thresholds, populating 
them with the modified thresholds; 

wherein the executed interview reflects at least one of (i) thresholds as modified 
by the interview configuration profile, (ii) the purpose of the interview, (in) patient 
responses, and (iv) the potential medical relevance or urgency, as assessed by program 
logic; and 

wherein the configuration selection mechanism allows detailed questioning about 
symptoms or issues of relative importance as judged by the patient, severity, recent 
activity, or clinical relevance that meet specified criteria, while allowing limited or no 
questioning regarding topics of lower clinical relevance . 

th e proc e ssing m e chanism match e s a sp e cific int e rvi e w configuration profil e to a 
pati e nt at th e time th e pati e nt is sch e dul e d for a h e alth care appointm e nt . 
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Claim 28 (currently amended): The system of claim 27 33- wherein 
the data processing mechanism matches a specific interview configuration profile to a 
specific patient at l e ast on e of a clinician, a clinical inv e stigator, an administrator, a 
r e s e arch coordinator, a physician, a nurs e , and a h e alth car e prof e ssional match a sp e cific 
int e rvi e w configuration profil e to a patient at th e tim e th e pati e nt is sch e dul e d for a h e alth 
car e appointm e nt. 

Claim 29 (currently amended): The system of claim 23 2$ wherein 

wherein the screening questions are adapted to the context of the specific 
interview element, probing for positive responses, while also ascertaining whether the 
issues are clinically relevant; 

wherein clinical relevance is defined as at least one of the importance to the 
patient, the occurrence of a symptom in the recent past (as compared to the remote past), 
medical importance as judged by expert physician opinion, a troublesome or recently 
active medical condition, a distressing psychosocial issue, and issues that cause limitation 
in function or quality of life; 

wherein related physical symptoms are grouped together and an initial screening 
question is asked about at least one of the relative importance to the patient, the severity, 
and the time profile (current vs. past) of that symptom group; and 

wherein more detailed questions regarding individual symptoms are asked only 
for groups of symptoms that pass the threshold as set by the interview configuration 
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profile e ach of th e plurality of modul e s includ e s on e or mor e scr ee ning qu e stions that 
cov e r topics r e l e vant for that modul e. 

Claims 30-31 (canceled) 

Claim 32 (previously presented): The system of claim 29 wherein the processing 
mechanism is programmed to include a patient viewpoint module for presenting one or 
more questions to the patient during the interview establish an interview purpose from the 
patient's point of view, wherein the questions include at least one of a change in the 
patient's established symptoms, development of new symptoms, problems with 
medications, obtaining testing results, clarification of questions, and referrals from 
another clinic or clinician. 

Claim 33 (previously presented): The system of claim 23 wherein the processing 
mechanism is programmed to gather health information related to multiple distinct or 
overlapping symptoms; and wherein no previous diagnosis is required for system use. 

Claims 34-35 (canceled) 

Claim 36 (currently amended): The system of claim 23 wherein the processing 
mechanism further comprises a mechanism for obtaining a history of and characterization 
of multiple symptoms, regardless of whether they are discrete, separate medical 
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conditions, or overlapping and related , r e fl e cting linkag e to common m e chanisms or th e 
sam e und e rlying m e dical condition : 

(a) wherein potential associations between symptoms are identified based upon 
clinical experience; 

(b) wherein, after ascertaining from the patient the presence of more than one 
symptom in an association of symptoms, an interview question is asked about which 
symptoms seem related, either by coming and going com e and go together in the same 
time pattern or in response to th e sam e group of precipitating and relieving factors, 
th e r e by e stablishing an instanc e of an association ; 

(c) wherein subsequent interview questions characterizing the associated 
symptoms are combined, thereby reducing the time and redundancy of the interview; and 

(d) wherein the risk of confusing the patient is reduced by detecting relations 
between symptoms when they exist or allowing symptoms to stand as independent when 
no association is identified^and 

( e ) wh e r e in data ar e gath e r e d to h e lp e stablish wh e th e r the d e v e lopm e nt of n e w 
symptoms or th e chang e in status of e stablish e d symptoms r e fl e cts a chang e in dis e as e 
condition, side e ff e cts of m e dication, dev e lopm e nt of a r e lat e d condition, or dev e lopm e nt 
of an unr e lat e d condition . 

Claim 37 (currently amended): The system of claim 23 wherein the processing 
mechanism is programmed to conduct an interview that integrates questions about 
physical symptoms biom e dical and psychosocial conditions e l e m e nts ; 
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31 



wherein questions are asked about common psychological conditions, such as one 
or more of depression, anxiety, panic disorder, poorly tolerated stress, and post-traumatic 
stress disorder 

(a) such that th e int e rvi e w captur e s scal e d r e spons e s for at l e ast on e of fr e quency 
or distr e ss, and both e r associat e d with th e symptom, rath e r than cat e gorical (y e s no) 
r e spons e s; 

(b) such that th e h e alth information is used as th e basis for a p e rsonal int e rvi e w by 
a clinician to e stablish psychiatric diagnosis by m e ans of e stablish e d crit e ria (DSM - IV, 
Diagnostic and Statistical Manual for Psychiatric Dis e as e ); 

(c) wh e r e in biopsychosocial h e alth information is pr e s e nt e d to a clinician using 
e ith e r a print e d report format or a display pr e s e ntation pr e s e nt e d using at l e ast on e of a 
print e r and a visual display d e vic e ; and 

(d) wh e r e in th e data pr e s e ntation ranks pati e nt symptoms or positiv e r e spons e s by 
crit e ria r e lat e d to diagnostic thr es holds . 



Claim 38 (currently amended): The system of claim 23 wherein patient data 
regarding the severity of physical symptoms are used to calculate a severity index that 
can be used for diagnostic purposes; - 

wherein different levels of severity are assigned logarithmic values, such as mild J/*^ j% 
equals 1, moderate equals 10, severe equals 100, and very severe equals 1000; and 

wherein symptoms from a similar region of the body are grouped together to 
facilitate interpretation by a physician 
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(a) wh e r e in th e data pr e s e ntation includ e s comm e nts and instructions r e garding 
int e rpr e tations or subs e qu e nt qu e stions; 

(b) wh e r e in data pr e s e ntation includ e s scor e s for symptoms or conditions that can 
b e us e d for diagnostic purpos e s; 

(c) wh e r e in clinicians chang e pati e nt inputt e d data and r e calculat e th e scor e s; 

(d) wh e r e in clinicians r e spond to additional int e rvi e w qu e stions and r e calculat e 

scor e s; 

( e ) wh e r e in th e intervi e w is construct e d in modul e s that cov e r a plurality of 
disord e rs, th e r e by allowing th e int e rvi e w to cov e r any m e dical or psychosocial 
psychiatric disord e rs; and 

(f) wh e r e in th e int e rvi e w proc e ss prepar e s th e pati e nt for a p e rsonal intervi e w 
with th e clinician. 

Claim 39 (currently amended): The system of claim 23 wherein the processing 
mechanism further comprises a mechanism for gathering patient data regarding their 
health-related quality of life (HRQL) data, which include at leasf^e^o? the patient's 
functional status regarding physical activities, ability to work, social activities b e activ e 
socially, participation participat e in relationships, performance of p e rform activities of 
daily living, management of personal hygiene , and car e , and tolerance for compromised 
HRQL relating to specific medical conditions : 

(a) wherein HRQL data will be used for one or ef more of the following: clinical 
care, research purpos e s , and ef quality management; 
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(b) wherein initial screening questions will first establish potential problem areas A 
which and then prompt more detailed questions where warranted ; 

(c) wherein an integrated, general question set will characterize HRQL impact of 
issues shared among common medical and psychosocial disorders; and 

(d) (e) wherein^ when one of a specified sp e cific symptoms^ er medical 
conditions , and psychosocial conditions are identified, mor e specific HRQL question sets 
will be selectively asked appli e d to ascertain detailed data regarding the impact of 
specific conditions on HRQL issues ; 

(d) wh e r e in, mor e sp e cific qu e stioning pursu e issu e s common to s e v e ral m e dical 
and psychosocial conditions, such as impact of dis e as e on s e lf imag e , social lif e , s e xual 
r e lations, functioning at work, and ability to e ngag e in hobbi e s; 

( e ) wh e r e in wording param e t e rs are us e d to substitut e wordings sp e cific for a 
giv e n condition in a giv e n pati e nt, th e r e by allowing a g e n e ric approach to b e 
automatically appli e d to sp e cific conditions; and th e r e by providing sp e cific m e asures of 
HRQL that will b e us e ful for establishing chang e in pati e nt status as a r e sult of dis e as e 
progr e ssion or tr e atm e nt . 

Claim 40 (previously presented): The system of claim 23 wherein the processing 
mechanism further comprises a mechanism for conducting interview sessions to run in a 
single session, or to be suspended and completed at a subsequent session; wherein 
residual modules that were not conducted can be completed at a subsequent session. 

l-WA/2085557.1 



ATTORNEY DOCKET NO.: 056240-5001 
Application No.: 09/289,044 
Page 12 



Claim 41 (currently amended): The system of claim 23, wherein the data 
processing mechanism generates a patient report proc e ssing m e chanism furth e r 
compris e s a m e chanism for supporting a subs e qu e nt follow up int e rview for at l e ast on e 
of clinical car e , res e arch, or quality managem e nt purposes . 

Claim 42 (currently amended): The system of claim 23 44 whe rein the processing 
mechanism supports subsequent follow-up interviews T / 

(a) -the processing mechanism gathers at least one of interim change data 
specifying a change in established symptoms, new symptom data specifying new 
symptoms, status change data specifying a change in status, and available information 
data specifying a change in available information regarding aspects of an individual's 
health condition and repeat presentation of f 

(b) th e proc e ssing m e chanism caus e s predetermined interview questions te-be 
r e p e at e d , thereby gathering a matching set for comparison with previous data for clinical 
research, or quality management purposes . 



(a) interview questions related to symptoms active at a previous interview are 
presented to the patient, the interview questions inquiring about status (worse, no change, 
better, not sure); 
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(b) a summary of active and past medical conditions, surgical history, and family 
history is presented to ascertain whether any new developments have occurred or whether 
the patient is aware of information not reported previously last tim e; and 

(c) health-related quality of life questions are asked to determine change in the 
patients functional status and impact of health conditions, thereby providing a sound 
basis for assessing change for the purposes of clinical care, clinical research, or 
assessment of the quality of care. 

Claim 44 (currently amended): The system of claim 37 wherein: 

(a) current patient information is accessed from the database of patient 
information ina by proble m-oriented fashion area, wherein problems are symptoms and 
symptom, or medical conditions condition ; 

(b) the data are pr e s e ntation is presented according to m e dical problems; 

(c) the data presentation organizes problems ord e rs data by one ore more of 
relative importance to the patient priority , currency, and/ef previously-assigned physician 
ranking, such that most important issues can be identified and separated from low priority 
or past issues; 

(d) names of m e dical problems are modifiable , and n e w nam e s can b e cr e at e d ; 

(e) a hierarchy of m e dical problems (including both symptoms and m e dical 
conditions) can be changed;^ 

(f) symptoms and problems can be associated and disassociated from problems; 

and 
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(g) O notes can be entered comm e nts ar e acc e pt e d related to patient history, 
physical examination, assessment of etiology, and plans for treatment and follow-up. 

Claim 45 (currently amended): The system of claim 44 wherein the data 
presentation is r e pr e s e nt e d in a "SOAP" format which includes subjectiv e or pati e nt 
r e port e d symptoms, Obj e ctiv e or clinician observations, Ass e ssm e nt, and Plans; 

wh e r e in th e data pr e s e ntation can be electronically edited and signed to thereby 
create a clinical note, as an official consultation report or progress note for the patient; 

uuvi 

wherein an audit trail is provided for changes in clinical notes ; and 
wherein b e for e e l e ctronic signatur e and clinical notes are frozen for editing after 
signature. 

Claim 46 (previously presented): The system of claim 23 further comprising a 
display mechanism for managing patient information by displaying current or past health 
information in a m e dical problem-oriented fashion, thereby allowing past and current 
health information for a given medical problem to be identified and viewed. 

Claim 47 (previously presented): The system of claim 46: 
wherein a template function is provided for entering health information regarding 
physical examination, assessment, and plans; 
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wherein a menu of treatment plans for each of a plurality of predefined health 
problems are established by a consensus of clinical experts or review of medical 
literature; and 

wherein an action or actions to be taken from a list of commonly taken clinician 
actions enumerated in treatment plans is/are selected. 

Claim 48 (previously presented): The system of claim 47: 

wherein selected treatment options summarized in treatment plans are printed in a 
list or directly linked to generation of orders by means of an electronic medical record or 
order-execution system. 

Claim 49 (currently amended): The system of claim 23 wherein the processing 
mechanism is programmed to schedule patient contacts, physician communication, and 
patient appointments; 

wherein patient contact information is gathered at the time the interview is scheduled, 
including at least one of patient email address, telephone phone number, or address for 
regular mail; 

wherein select interview configurations are matched to patients; and 
wherein interview modules are selected to be run or repeated at the next session^ 
and wh e r e in a pr e formatt e d or fr ee t e xt m e ssag e s is gen e rat e d, and a pati e nt 
contact is activat e d including at least on e of: a clinic visit or t e sting appointm e nt 
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sch e dul e , a r e qu e st to p e rform computer int e rvi e ws or additional int e rvi e w modul e s, t e st 
r e sults, instructions, and r e minders to do or compl e t e follow up electronic int e rvi e ws . 

Claim 50 (currently amended): The system of claim 23 further comprising a 
mechanism for integrating administrative functions relating to documentation of health 
problem management, and generating a report based on patient-inputted or physician- 
inputted data, such that clinicians accept a provisionally-assigned health problem name or 
re-select problem names from a pre-defined list of established health problem names; 

(a) wherein, when a health problem name is selected, matching automatically 
occurs to a standard ICD-9 or newer diagnostic and billing code; and 

(b) wherein health information regarding active problems that were attended 
during a clinic session are used to generate and update a health problem list, pursuant to 
specifications promulgated by an accrediting organization the Joint Commission on 
Accr e ditation of Ho s pital Organization (JCAHO) . 

Claim 51 (currently amended): The system of claim 50 wherein health 
information regarding active problems that were attended during a clinic session are used 
to generate an encounter form summarizing such problems that can be used for billing 
purposes; 

wherein components of the interview and data presentation are analyzed and 
categorized with respect to established criteria to identify appropriate coding for the level 
of services offered for billing purposes; 
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wh e r e in a clinical not e is g e n e rat e d which includ e s r e f e r e nce to e xp e ns e coding 
for billing purpos e s and docum e ntation for that coding; and 

wherein data regarding such documentation for billing purposes are available in 
the health information database for separate analysis. 

Claim 52 (previously presented): The system of claim 23 wherein the processing 
mechanism is programmed to implement a patient interview: 

(a) wherein a non-response to a question is not offered as an option and responses 
are required before it is possible to proceed to the next question; and 

(b) wherein responses for each question are designed to include an appropriate 
response for patients. 

Claim 53 (currently amended): The system of claim 23 further comprising a 
mechanism for implementing quality management that includes quality assessment and 
improvement based upon patient-inputted data; 

(a)-wherein the quality management is based upon patient responses regarding 
issues including at lea^n^f^y^nptoms , health-related quality of life , patient 
understanding of a health condition, patient health attitudes and behaviors, patient 
willingness to change health behaviors, patient perceptions of communication with a 
clinician, patient observation about the health care they are receiving, patient 
understanding of what to expect and what to watch out for, patient understanding of a 
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treatment they are receiving, patient understanding of medications they should be using,, 
and patient compliance with medication and with treatment. 

Claim 54 (currently amended): The system of claim 53 wherein quality 
improvement is focused on either preventive health or disease status and treatment; 

wherein patient-derived quality data are integrated into the clinical report given to 
the physician so that action can be taken during the upcoming session or subsequently to 
correct medical problems and improve care; 

wherein such quality improvement data can be presented to a clinician with 
suggestions regarding appropriate care; and 

wherein an interview regarding quality of care is conducted at one or more of the 
following times: during the pre-visit interview, during a exit interview at the time of the 
session, during a follow-up interview where patients are sent a an e mail reminder, and by 
means of questions inserted into a revisit interview. 

Claim 55 (currently amended): The system of claim 23 wherein the processing 
mechanism is programmed to assess patient satisfaction with medical care, such that 

interview questions probe issues including at^^^^^^^e patient's satisfaction 
with a physician or a clinic encounter, waiting times for an appointment, waiting times to 
see a clinician, access to care, aad courtesy with which the patient is treated , and whether 
the patient felt their concerns were heard and understood by the clinician . 
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Claim 56 (currently amended): The system of claim 55 wherein the interview 
questions are asked at one or more of the following times: during a pre-visit interview, 
during an exit interview at the time of the session, during a follow-up interview where 
patients are sent a an e mail reminder, and by means of questions inserted into a revisit 
interview. 



Claim 57 (currently amended): The system of claim 23 wherein the processing 
mechanism further comprises a mechanism for supporting and facilitating clinical 
research in practice settings, as well as in research clinics, wherein the processing 
mechanism: 

(a) automates patient recruitment for research trials; 

(b) queries patients to determine whether they would like to be informed 
regarding research studies for which they are eligible; 

(c) receives eligibility requirements for research studies and uses system logic to 
identify when patient responses regarding one of symptoms and er medical conditions or 
pati e nt d e mographics, such as ag e or g e nd e r, that may qualify the patient for a research 
study; and 

(d) informs one of patient and research coordinator of studies for which they ar e 
the patient is eligible by comput e riz e d notification; and 

( e ) e l e ctronically forwards to pati e nts a sp e cific description of th e study and a s k e d 
if th e y would lik e th e ir contact information forward e d to inv e stigators, and if th e y want 
contact information for inv e stigators . 
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Claim 58 (currently amended): The system of claim 23 wherein the processing 
mechanism is programmed to aid clinical research, such that: 



(a) data regarding (&eofj atient symptom assessment, patient health-related 
quality of life assessment, clinical outcom e s, and physician treatment process , and 
resource utilization gathered in the course of care using the system populates the health 
information database and are is used for research purposes; and 

(b) the system is used for clinical trials to facilitate capture of patient assessment 
data regarding at least one of physical symptoms, biom e dical and psychosocial issues, 
data regarding physician treatment process, and follow-up follow up data fe*= regarding 
treatment process and patient outcomes. 

Claim 59 (previously presented): The system of claim 23 wherein the processing 
mechanism is programmed to: 

(a) elicit and structure information for a corporate health service; and 

(b) track patient response over time. 



Claim 60 (new): The system of claim 26, wherein said conditional threshold 
includes a threshold that depends on one of patient responses regarding symptoms, 
medical conditions, health history demographics; and interview process data; and 




wherein said conditional threshold enables complex assessment of patient 



responses. 
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Claim 61 (new): The system of claim 23, wherein said interview threshold 
controls the scope of the interview by controlling access to interview elements of the 
interview. 

Claim 62 (new): The system of claim 23, wherein Said interview threshold 
determines the depth of the interview by controlling access to more detailed questions 
that further characterize patient responses. 

Claim 63 (new): The system of claim 41, wherein the patient report includes a 
summarization of the gathered patient data; 

wherein programming logic is used to flag potentially critical findings using 
criteria established Uy one of clinical experience and expert consensus; 

wherein severity scores for physical symptoms are summarized, ranked by one of 
relative importance to the patient and severity score; and 

wherein scores reflecting the severity of psychosocial conditions are listed; and 

wherein scores for quality of life assessment are listed. 
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